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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.1 14, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 15 
December 2006 has been entered. 

2. Claims 8-13 are cancelled; claims 1-7 are pending. 

Specification 

3. The examiner acknowledges the amendments to the specification and the 
replacement abstract provided by the applicant. 

Drawings 

4. The drawings were received on 15 December 2006. These drawings are 
acceptable. 



Claim Objections 

5. Claim 7 is objected to because of the following informalities: the limitation "said 
respiratory parameter" in line 10 of the claim has no antecedent basis. Examiner 
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suggests replacing this with "the monitored end-tidal carbon dioxide and respiration 
frequency." Appropriate correction is required. 



Claim Rejections - 35 USC § 102 

6. In view of the amendments to the claims, the examiner withdraws the rejection of 
claims 1-2, 5, 8-9 and 12 under 35 U.S.C. 102(b) as being anticipated by Renirie et al 
(U.S. 6,141,590); and of claims 1, 3, 8 and 10 as being anticipated by Obel et al (U.S. 
5,199,428). The new grounds of rejection are discussed below. 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. ' 

8. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Zabara et al 
(U.S. 4,702,254). Zabara discloses (col. 5, lines 33-35; lines 49-54) a pulse generator 
(10) and its associated parts preferably fully implanted, and provided with means (12, 
14 and 16) for "varying the various current parameters of the pulse signal. The desired 
parameters are chosen by applying the electrodes (22 and 24) to the vagus nerve and 
varying the current parameters until the desired clinical effect is produced." The 
examiner considers this to be adjusting the central nervous system affecting vagal 
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nerve stimulation (VNS) signal induced by a stimulus generator implanted in a patient in 
need of vagal nerve stimulation. Zabara further discloses (col. 6, lines 40-60) a sensor- 
feedback system to block an epileptic seizure automatically using the implantable 
system. The sensor-feedback system uses, for example, sensed respiratory changes. 
The examiner considers this to be monitoring respiratory parameters that correlate to 
the VNS intensity and regulating the stimulation intensity of the central nervous system 
affecting vagal nerve stimulation in response to the respiratory stimulation in order to 
affect the brain. It is to be noted that epileptic seizures are considered to be abnormal 
brain-related conditions. 

9. Claims 1-3 and 5 are rejected under 35 U.S.C. 102(e) as being anticipated by 
King et al (U.S. 2004/0210261). King discloses (par. 0005) "techniques for treating 
effects of sleep apnea with neurostimulation. An implantable medical device delivers 
neurostimulation to one or more predetermined locations on or within a patient in order 
to treat effects of sleep apnea, e.g., by modulating autonomic nervous activity. Delivery 
of neurostimulation at predetermined locations can decrease sympathetic nervous 
activity and/or increase parasympathetic nervous activity, countering the increased 
intrinsic sympathetic activity associated with apnea-arousal cycles." The implantable 
medical device delivers (par. 0006) neurostimulation to peripheral nerves, such as the 
vagus nerve. The examiner considers this to be treating an abnormal brain-related 
conditions by adjusting the central nervous system affecting VNS signal induced by a 
stimulus generator implanted in a patient in need of vagal nerve stimulation. It is to be 
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noted that King also discloses (par. 0003) treatment of central sleep apnea (CSA), 
which is a "neurological condition causing cessation of substantially all respiratory effort 
during sleep. One common form of central sleep apnea, commonly known as Cheyne- 
Stokes respiration (CSR), is characterized by a breathing pattern that begins shallow 
and infrequent and then increases gradually to become abnormally deep and rapid, 
before fading away completely for a brief period. Breathing may stop altogether for an 
extended time period, before the next cycle of shallow breathing begins." In one 
embodiment, IMD (14; par. 0032; Figure 1) "identifies apnea, or identifies the arousal 
resulting from apnea, and stimulates spinal cord (20) in response to the identification. 
Lead (14B) includes a sensor 26 that detects a physiological parameter of patient (12) 
associated with sleep apnea or arousal. IMD identifies apnea or arousal based on the 
signal conducted from sensor (26) through lead (16B)." Sensor (26) can detect apnea 
(par. 0034) "based on respiration of patient as detected via changes in the thoracic 
impedance. In such embodiments, IMD may monitor frequency, depth, pattern, and 
variability of respiration. Further, in such embodiments, IMD may detect Cheyne-Stokes 
rhythm (CSR), or may detect cessation of respiration." The examiner considers this to 
be monitoring respiratory parameters that correlate to the VNS intensity and regulating 
the stimulation intensity of the central nervous system affecting vagal nerve stimulation 
in response to the respiratory stimulation in order to affect the brain. 
10. Regarding claims 2 and 5, King discloses (par. 0049) an activity monitor (46) that 
provides information indicating the activity of the patient. Activity can be determined 
"based on below-threshold heart rate or respiration rate values." The examiner 
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considers this to be monitoring the respiration frequency or respiration rate of the 
patient. 

1 1 . Regarding claim 3, King discloses (par. 0035) an embodiment in which "sensor 
(26) takes the form of an optical or electrochemical sensor to detect the concentration of 
a gas within the blood. In such embodiments, sensor generates a signal as a function 
of the concentration of one or both of oxygen and carbon dioxide in the blood of patient. 
In such embodiments, IMD detects apnea based on a decreased concentration of 
oxygen and/or an increased concentration of carbon dioxide in the blood of patient." 
The examiner considers this to be monitoring the C0 2 content. 

Claim Rejections - 35 USC § 103 

12. In view of the amendments to the claims, the examiner withdraws the rejection of 
claims 4, 6-7, 11 and 13 under 35 U.S.C. 103(a) as being unpatentable over Renirie et 
al(U.S. 6, 141,590). 

1 3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

14. Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zabara et 
al (U.S. 4,702,254) or King et al (U.S. 2004/0210261). Zabara and King disclose the 
claimed invention but do not disclose expressly the monitoring the respiratory parameter 
with a capnograph. It would have been an obvious matter of design choice to a person 
of ordinary skill in the art to modify the monitoring of the respiratory parameter as taught 
by Zabara or King, with the capnograph, because the applicant has not disclosed the 
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use of a capnograph provides an advantage, is used for a particular purpose, or solves 
a stated problem. One of ordinary skill in the art, furthermore, would have expected the 
applicant's invention to perform equally well with" the lead-attached sensors as taught by 
Zabara and King, because these sensors are able to gather respiratory data in order to 
affect stimulation of the patient, as claimed by the applicant. Therefore, it would have 
been an obvious matter of design choice to modify King and Zabara to obtain the 
invention as specified in the claim. 

Allowable Subject Matter 

1 5. Claim 4 is objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 

16. Claim 7 is allowed. 

Conclusion 

17. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Deborah Malamud whose telephone number is (571) 
272-2106. The examiner can normally be reached on Monday-Friday, 9.00am-5.30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl Layno can be reached on (571) 272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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